UNITED STATES DEPARTMENT OF COMMERCE 
I nihil Stall-, Patent and Track-mark Office 

MM] i" I I 



APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO. 



10/629,895 07/30/2003 John J. Rossi 1954-413 8585 



6449 7590 01/25/2011 

ROTHWELL, FIGG, ERNST & MANBECK, P.C. 
1425 K STREET, N.W. 
SUITE 800 

WASHINGTON, DC 20005 



NOTIFICATION DATE DELIVERY MODE 



01/25/2011 ELECTRONIC 



Please find below and/or attached an Office communication concerning this application or proceeding. 



The time period for reply, if any, is set in the attached communication. 

Notice of the Office communication was sent electronically on above-indicated "Notification Date" to the 

following e-mail address(es): 

PTO-PAT-Email@rfem.com 




United States Patent and Trademark Office 



WHITEMAN, BRIAN A 



PAPER NUMBER 



PTOL-90A (Rev. 04/07) 



L/IIIOC? nlrlMsJI 1 uUfl II ffcfl Jr 


Application No. 

10/629,895 


Applicant(s) 

ROSSI ET AL. 


Examiner 

Brian Whiteman 


Art Unit 

1635 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )IEI Responsive to communication(s) filed on 16 December 2010 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^3 Claim(s) 1,5,6 and 1 1-27 is/are pending in the application. 

4a) Of the above claim(s) 26 is/are withdrawn from consideration. 

5) f2l Claim(s) 11.12.15 and 16 is/are allowed. 

6) IEI Claim(s) 1.5.6.20-25 and 27 is/are rejected. 

7) [X] Claim(s) 13.14 and 17-19 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. §119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)DAII b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) CD Notice of References Cited (PTO-892) 4) D Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) Information Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Informal Patent Application 
Paper No(s)/Mail Date 9/3/10 . 6) □ Other: . 

PTOL-326 (Rev. 08-06) Office Action Summary Part of Paper No./Mail Date 201 101 19 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1. 1 14 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 9/30/10 
has been entered. 

Election/Restrictions 

Applicant's election without traverse of species SEQ ID NO: 7 and 8 in the reply 
filed on 12/16/10 is acknowledged. 

Upon further consideration, all of the non-elected species are rejoined with the 
elected invention and examined. 

Claim 26 withdrawn from further consideration pursuant to 37 CFR 1 .142(b) as 
being drawn to a nonelected invention, there being no allowable generic or linking claim. 
Election was made without traverse in the reply filed on 1/30/06. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 1 , 5, 6, 23-25 and 27 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

New Matter rejection: 

The limitation 'wherein the loop comprises SEQ ID NO: 4, 5, 6, 8' claims 23-25 
and 27 appears not to be supported by the as-filed specification. Applicant has 
asserted that there is support for where the limitation in the amended claims is 
supported, however, there does not appear to be a written description of the limitation in 
the application as filed. See MPEP § 2163.06. Applicants cite Figures 1 B and 2 for 
support of SEQ IDN NO: 4, 5, 6, and 8 of the claimed invention. The Figures only 
disclose specific siRNA or miRNAs containing the loops. However, the limitations of the 
instant claims embrace a genus of siRNA or miRNA having the loops. The genus 
embraced by the claims appears not to be disclosed in the specification. Thus, the 
skilled artisan would not be able to reasonably extrapolate from the disclosure in the 
specification (e.g., mir-30 and let-7a-3 in Figure 2 or nucleotide sequence in Figures 1 A 
and B) to a genus of sequences having a loop comprising SEQ ID NOs: 4, 5, 6, and 8. 

"It is not sufficient for purposes of the written description requirement of Section 1 1 2 that 
the disclosure, when combined with the knowledge in the art, would lead one to 
speculate as to modifications that the inventor might have envisioned, but failed to 
disclose." Lockwood v. American Airlines Inc., 41 USPQ2d 1961 , 1966 (CAFC 1997). 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 20-22 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 20-22 recite the limitation "The expression cassette of claim 15(16)" in 
line 1 . There is insufficient antecedent basis for this limitation in the claims. The claims 
depend on a mammalian cell not an expression cassette. 

Allowable Subject Matter 

Claims 13, 14, and 17-19 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian Whiteman whose telephone number 571-272- 
0764. The examiner can normally be reached on Monday-Thursday from 6:30 to 4:00 
(Eastern Standard Time). The examiner can also be reached on alternate Fridays. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's acting 
supervisor Heather Calamita can be reached on 571 272-2876. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/Brian Whiteman/ 

Primary Examiner, Art Unit 1635 



